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Design: Randomized clinical trial

Population/sample size/setting:

52 post-acute moderate to severe TBI patients sathe impairment in social
communications skills (44 men, 8 women, mean agdréated at the
research department of Craig Hospital in Colorado

Eligible patients were between 18 and 65, spokdi§indiad TBI caused by
an external mechanical force, with loss of conss@ss, post-traumatic
amnesia, skull fracture, or neurological findingsilautable to TBI; had been
discharged from a TBI rehabilitation program, watéeast 1 year post-injury,
functioned at or above Rancho Los Amigos Level \thwommunication
skills and day-to-day recollection sufficient fargicipation in group activity
Exclusion criteria were significant behavioral iesyprecluding group
participation (anger control, medical conditions) gsignificant psychiatric
disorder, alcohol, or substance abuse; or motoditons affecting speech

Main outcome measures:

Randomized to either active treatment (n=26) oaykd treatment (n=26)
Active treatment group began the program aftersamgation; the delayed
treatment group began the program 12 weeks aftdormization, just as the
active group was finishing its treatment program
Active treatment consisted of 12 weekly 90 minuteug sessions in a living
room-type setting
o Group program followed a structured workbook destto develop
social communication skills needed for successftdrpersonal
interactions and relationships, such as nonvedraheunication cues,
observing social boundaries, understanding otlpagng attention,
maintaining a conversation, etc
o Participants were given homework assignments betwessions, and
were asked to share the learning materials withlyamembers
o Groups were limited to 8 participants
Primary outcome measure was the Profile of Funatibmpairment in
Communication (PFIC, Linscott et al, 1996), whia@sH.0 scales scored from
0 (no impairment) to 5 (severe impairment); thesduide logical content,
clarity of expression, participation skills, andstmeetics
o PFIC was scored by blinded assessors who viewedid®e
videotaped conversations with research assistadmiswere also
blinded to group assignment; these taped conversatiere set up as
“getting to know one another,” and were conductethe same setting
as the group sessions
0 These conversations were done at baseline and aptie end of the
12 week group program; they were repeated ata&)®9 months after



the end of the 12 week program for the active gr@mnol at 3 and 6
months for the delayed group)

- Several secondary outcome measures were done labuwtehese were
mostly done by self-report or based on reportaofiy members

- On 7 of the 10 scales of the PFIC, the treatmesughad significantly more
improvement than the control group at the end eflth week follow-up

o Larger improvements were seen in the scales intwthie impairments
were greater at baseline; e.g., a treatment effastmeasured for the
general participation scale (baseline 2.81) bufoothe logical
content scale (baseline 0.86)

- Most self-reported secondary outcomes did not shénwatment effect; only
one scale, a measure of social communication skliswed the treatment
group experiencing more subjective improvement tharcontrol group

- Subsequent measures of PFIC scores at 3 and 6 sratidthot show any
significant decline from post-treatment, indicatthgt the gains were
maintained at later follow-up

Authors’ conclusions:

- Social communication skills training in a grouprf@t can improve individual
communication deficits in the postacute care of, E8lassessed by blinded
evaluations of videotaped conversations at basalefollow-up

- Although the treatment effects were less appareihe multiple self-report
and family reported satisfaction measures, theslescnay not have been
sufficiently sensitive to capture changes in them@aplex outcomes

- Study limitations include the enrollment which exa®d potential participants
with psychiatric or substance abuse issues; thasealgo missing data for
some of the PFIC measures, which was the primaigome measure of the
study

0 Although lack of blinding may be a limitation, tfeogvolved in the
study did not identify any significant bias in thecess

0 The PFIC was developed for use with TBI, but theeefew published
studies in which it was used

- The study only tested the efficacy of 2 group leadeéno had more than a
decade of developing and refining the treatmemetruantion; the
generalizability of the results is uncertain

Comments:

- Some risks of bias (lack of blinding of particips)nére unavoidable, but the
blinding of the PFIC assessors who watched thedtapeversations is
uncertain

o This bias could have been estimated by askinggkesgors to guess
which group they thought the participant had been i

o Since it could be difficult to avoid inadvertensdiosure of treatment
group during the taped conversations, asking thesa®rs to guess at
the treatment assignment would have provided védualbrmation



- The PFIC has 10 scales of which 7 estimated sggmifitreatment effects; in
Table 2, it appears highly likely that there wdoof effects for some of them
o That s, the scales which did not show signifidamrovements or
treatment effects were the ones with lower (betiaseline scores, so
that improvement is very difficult to achieve
o The floor effect would not be a weakness of thestbut would tend
to bias the treatment effect toward the null valreJ does not
undermine the conclusions of the study
- Because the PFIC has had limited use in TBI pojuls} it is not clear what
constitutes a clinically important improvement;ascale with only 5 points,
an improvement of 1 point would be reasonable ¢togaize as important, but
smaller average improvements might also be consgiqlie
- Concealment of allocation was not done as pat@fandomization; this
protects against selection bias, and can be dagrewken blinding of
participants is not possible
o Although it is reported that lack of allocation cealment did not
appear to bias the process, inadvertent bias isrgiynot apparent;
this is why allocation concealment is consideredhgportant
protection against bias
In spite of several limitations, the main outcoraesuits are likely to reflect a
social skills learning which the group interventjnovided

Assessment: Adequate for evidence that group ictstruby skilled leaders can improve
the social communication skills for TBI patientspostacute care
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